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REMARKS 

Claims 34-106 are currently pending in the present application. Of these claims, 36-37, 
40-48, 57-58> 61, 69, 76-96 and 100 have been cancelled, without prejudice to their re-filing in a 
divisional application, to put the present application in condition for allowance. This leaves 
Claims 34-35, 38-39, 49-56, 59-60, 70-75, 97-99 and 101-106 currently under consideration in 
the present application. All of Claims 34-35, 38-39, 49-56, 59-60, 70-75, 97-99 and 101-106 
currently stand rejected. No claims are currently amended, 

CLAIM REJECTIONS - 35 USC SI 12 

The Examiner has rejected Claims 34-35,38-39, 49-56, 59-60, 70-75,97-99 and 101-106 
under 35 USC § 1 12, first paragraph, as failing to comply with the enablement requirement. The 
Examiner states, "The limitation "laparoscopic insufflator" is not described in the specification 
of this application and/or the specification of US Patent 6,068,609, incorporated by reference 
according to the introduction s^tion of the specification of this application. The Examiner 
respectfully invites the applicant to provide evidence to support the limitation in question. In 
view of this discrepancy, the Examiner of record will maintain the pending rejections/' 

Applicants are pleased to supply the information requested by the Examiner in si^port of 
the term "laparoscopic insufflator**. As stated by the Examiner, the statutory basis for the 
enablement inquiry is Section 112, which states, 'The specification shall contain a written 
description of the invention, and of the manner and process of making and using it, in such full, 
clear, concise, and exact terms as to enable any person skilled in the art to which it pertains^ or 
with which it is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his inventions." The Federal Circiut has 
elaborated, "To be enabling, the specification of a patent must teach those skilled in the art how 
to make and use the full scope of the claimed invention without "undue experimentation." 
(Genenteck Inc. v. Novo Nordisk AIS. 42 USPQ2d 101, Fed Cir. 1997). The disclosure meets 
the enablement requirement even if a '^reasonable" amount of routine experimentation is 
necessary in order to practice the claimed invention, as long as such experimentation is not 
'\indue". (Enzo Biochem. Inc. v. Calsens, Inc. 52 USFQ2d 1 129, Fed. Cir. 1999). 
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"Whether claims are sufficiently enabled by the specification is determined as of the 
filing date of the patent application." (Enzo Biochem. 231 USPQ 81, Fed. Cir. 1986). 

Therefore, the question becomes whether the meaning of the tenn "laparoscopic 
insufflator" would be supported when the claim is read in light of the specification by one of 
ordinary skill in the art. 

"Claim is indefinite under 35 USC §1 12 if those skilled in the art would not understand 
what is claimed when clahn is read in light of the specification.** (Morton International Inc. v. 
Cardinal Chemical Co.. 28 USPQ2d 1 190, CAFC 1993). This has been stated by the courts m 
another way. "The requirement to "distinctly" claim means that the claim must have a meaning 
discemable to one of ordinary skill in the art when construed according to correct principles," 
(Union Pac. Res. Co. v. Chesapeake Energy Corp., 57 USPQ2d 1293, Fed. Cir. 2001). Thus, it 
must be determined* using acceptable principals of claim construction, whether the term 
"laparoscopic insufflator" would be understood by those skilled in the art 

Guidance in proper claim construction technique can be had from the case ot Edward K 
Phillips v.AWH Corporation, et al.. 75 USPQ2d 132, CAFC 2005. "Person of ordinary skill in 
the art, through whose eyes patent claim is construed, is deemed to read claim term not only in 
context of a particular claim in which disputed term appears, but in context of entu^ patent 
mcluding specification." Edward K Phillips v. AWH Corporation, et aL supra. Thus, it can be 
seen that the entire specification can be looked to for aid in construing (fmding support for) the 
term "laparoscopic insufflator"* 

The Examiner has ahready mentioned that US Patent No. 6,068, 609 is mcorporated by 
reference into the specification of the present application. The Examiner's attention is also 
called to the &ct that US Patent No. 5,41 1,474 is mentioned imder the related art section of the 
present application, and is incorporated by reference in 6,068,609. A review of the enthe 
specification would lead one to look at US Patent No. 6,068,609 and 5,41 1,474 to detennine the 
meaning of the word "laparoscopic insuEHator". 

"To be enabling, the specification of a patent must teach those skilled in the art how to 
make and use the full scope of the claimed invention without "undue experimentation" 
(Genenteck Inc .^ supra.). Certainly, reviewing two issued United States Letters Patents involves 
no *\indue experimentation". Applicant now points out that all of the examples of insufflators in 
the specification of both patents are commercial insufiQators used for laparoscopic surgery ('474 
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patent column 1, lines 35-36; colimm 1, line 66; column 2, line 4; column 5, line 41). These are 
the Karl Stroz Model 26012 and Snowden-Pencer High Flow Insufflators referenced in the 
specification. 

To sell a medical device, a company must obtain approval from Ae Food and Drug 
Administration ("FDA") for specific uses. Where a device is substantially equivalent to a device 
that has been previously approved by the FDA, a company files what is known as a 51 OK 
application with the FDA. When the FDA approves a 510K application, it approves the medical 
device for a specific use. Exhibit 2 comprises the 51 OK database entries firom the FDA website 
for the Karl Stroz Model 26012 and Snowden-Pencer High Flow Insufflators, Both devices are 
classified by the FDA as "insufflator, laparoscopic**. The applicable regulation for both 
insufflators (Section 884J730 - attached as part of Exhibit 1) states, "A laparoscopic insufflator 
is a device used to facilitate the use of the laparoscope by filling the peritoneal cavity with gas to 
extend it." Thus, Applicant's use of the term "insufflator" in its specification is precisely what it 
stat^ the term should mean in the claims. 

Further, reference to the specification of the present application, namely at page 1 , lines 
17-24, shows that the "insufflator" is used to fill the **peritoneal cavity with gas to distend it". 
This creates a pneumoperiteneum. Thus, as used within the context of the specification, one of 
ordinary skill in the art would know that laparoscopic surgery was the type of surgery that the 
present invention was to be used with and a laparoscopic insufflator would be the type of 
insufflator used. Again, this can be deduced without '*undue experimentation". 

Even if the Examiner does not consider either of the above two examples sufficient to 
support the tenn "laparoscopic insufflator" even if one of ordinary skill in the art looked in the 
proper dictionary one would find that the term "laparoscopic insufflator" is supported. "We have 
frequently stated that the words of a claim "are generally given their ordinary and customary 
meaning". (Toro Comvanvv. White Consolidated Industries, Inc.. 199 Fed. S'^ 1295, Fed Cir. 
1999). We have made clear moreover that the ordinary and customary meaning of a claim term 
is the meaning that the term would have to a person of ordinary skill in the art in question at the 
time of the invention (Edward H. Phillips, supra.). The Court of Appeals for the Federal Circuit 
has stated, "Although we have emphasized the importance of intrinsic evidence in claim 
construction, we have also authorized District Courts to rely on extrinsic evidence, which 
"consists of all evidence external to the patent in the prosecution history, includmg expert and 
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inventor testimony, dictionaries and learned treatises." (Marhnan v. Westview Instruments. Inc. , 
52 F.3d 980, CAFC 1995), ''We have especially noted the help that technical dictionaries may 
provide to a court "to better understand the underlying technology" and the way in which one of 
skill in the art might use the claim terms because dictionaries, especially technical dictionaries^ 
endeavor to collect the accepted meaning of terms used in various fields of science and 
technology* Those resources have been properly recognized as among the many tools that can 
assist a court in determining the meaning in particular terminology to those skilled in the art of 
the invention." (Edward K Phillips, supra^ 

Thus, one of ordinary skill in the art seeking to detennine the meaning of the term 
"laparoscopic msufflator" may look to a technical dictionary if there were no other definition in 
the specification. Since we are dealmg with the medical field, Steadman's Medical Dictionary^ 
26"* Edition, is a recognized authority in the field. A copy of the definition is attached hereto as 
Exhibit 2. As can be seen the term "msufflator" is defined as "an instrument used in 
insufiElation". Insufflation is defined as *the act or process of insufflating". "Insufflate" is 
defined as involving the injection of carbon dioxide into the peritoneum to achieve 
pneumoperitoneum during laparoscopy and laparoscopic surgery. One in the medical field 
would know that during laparoscopic surgery, a laparoscopic insufflator must be used to create 
the peritoneum. Thus, whether taken singly, jointly or collectively, the term "laparoscopic 
insufflator** is supported in the specification and thus, the written description requirement under 
35 use § 1 1 2 is met and the present application is allowable. 

Since none of the art previously cited has a laparoscopic insufflator, the Examiner is 
asked to remove the pending rejections, and allow the present application. 
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In view of the above amendments, and the remarks explanatory thereof, a favorable 
reconsideration of the present application, and the passing of this case to issue is courteously 
solicited. If the present amendments have not placed the application in condition for allowance, 
a telephone interview is requested to expedite the prosecution. 

Respectfully submitted. 


D. Edward Dolgorukov 
ATTORNEYS Registration No. 26,266 

MARSHALL & MELHORN, LLC 
Four SeaGate, Eighth Floor 
Toledo, Ohio 43604 
(419) 249-7100 
(419)249-7151 (Facsimile) 
Dolgorukov(S)marsball-melhotn.com 
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ztnc; an intonediately acting pieparation naed for the treatment 
of diabetes mdUtis. mi NPH i 
iente ffYN insulin 2bioau3;pen5idn. 
NraL,a(ytfiaophanei. ^^oSxal AotaminiaAagedom] 
protaaibie zfnc i. iix)dified try tbo adtfition ^protatniitt and 
Eino chloride; ificontaios 40or BOnoitsperniL 
r^mar L, a i^uSy aetiiig ftnn of L «hiGfa is a dear sohz^ 
and may be Bdmnusteoced htfrBVcnouK^ as ivaU as subcutaneoo>- 
ly; be mixed -viSi long^ aetnig fbixns cf i to esomd tba 
Anation of ^ect Onm of e^ct occiixs zn H 1 hobr, peak 
e£fecta am obaezved h) a to 3 houzaip and tiie c^uiatkii of c^ec^ 
about 5 to 7 hotna. ffYN £lol^ i 
seiiifleate U ffYNproitkpt maolhi ziike ^U37?erui^ 
tdtralenta i.^ a fiirm of tsoc piaci|MbiitBrt i in MMppftiaii'.^ In ^yfiicft 
the pazticte $£» is btge, and ftaas releaae into thd bloocbtxcs^ 
ado* aobcotaneoos izueettsn ia itlaw; it can bo mixed wSth otlier 
i/$ having ififB^nait patide s&es to addeve dtfierant dutatioiA 
of activity. Can be dcxived fiom poxcmoi bovbtc, a gaetzDaOy 
ongir>rifared hnman typg. 

in-su-U'n&mia (ra'afi-li-nS'iaft&^ UtaraDy, insnlxn in tfac dbcciH 
tatmg blood; nsually cooaotea abiKxnutlly latje conceotratioas 
of inadin in the CBGolaxing blood* [inaidin 4- G. homo, blood] 

in^Q-Hn-o-gea-e-sls (in'sfi-lia-^jesi'&*2da). TrodncticBi of way 
Un. ^Dosixlin + G. ^enaji^ pcodnctzon} 

iii-su*lmHh£eii k» Sii*9u-Io-geD-Se GQ^aO-lin^jet^ m'sfi'lo- 
jofl('i^ Relating to Insuliiic^Bxie&isL 

iQ-sn^Ct-no'ma ^aO-li^mD. . An islet celL a&ooma that se- 
cretea ^^^^ syn insnloma. 

ia'ffii-ll-tis Cia'aiS-irtis). Inflammatioa of Uie Islanda of 
Laoggdona, wiA ^ytnpboeytifi inlBItratzon which may result ficm 
vzial ffifrrtfnn and ha the mtttel legiM isf l^ft^lfa^tfpp^n^t 
bd&a meltinis. [L. SafalOf island, + mOaznmmion] 

ia*SB'lo*ma Qa^i-VS^tQS). avNiaaaiinoma. [U Uut4a, islai^ 
-CTfia, Qzmoc^ 

In-salt G^sQh). An i2]|7azy. attack, or txamna. (LI» putJte 
insaltfi, to spin^ upon] 

Stt^uS'Cep'ti^bil-i-^ ^sa-agpfU-bir^te), . svn iramaniiy. P- 
stiit^, pp. -d^ptEo; to take iqion one, fr. lut, tmte, -f e^^jtn 

intcIb.Ahisteviaticm for Utoard&07, between . 
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